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DAEP Briefing

This document identifies internal Agency policies and recommended procedures for EPA employees who
are participants or managers developing or reviewing an Analytic Blueprint for a particular action. As
indicated by the use of non-mandatory language such as “guidance”, “recommend”, “may”, “should”,
and “can’, it identifies policies and provides recommendations and does not impose any legally binding
requirements.
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This guidance describes the purpose and content of Analytic Blueprints used in EPA’s
Action Development Process (ADP). It discusses the timing and steps for the drafting and
approval of Analytic Blueprints and lets you know where to go for more information and
guidance. It is applicable to all Tier 1 and 2 actions that are tiered under the Action
Development Process after the date of issuance and for actions that have already been tiered
but for which substantial work on the analytic blueprint has not taken place. For all other
Tier 1 and 2 actions you should use the 1994 Analytic Blueprint Guidance (see
http://intranet.epa.gov/adplibrary).

This guidance is intended to be sufficiently flexible to apply to many different kinds of
actions, but as you go through it you may decide, in consultation with the workgroup, that
certain parts of it are not relevant to your action. The Guidance presents many analytic
questions to consider, though the workgroup should use its judgment about which
questions are relevant and how much detail is appropriate in any given case. The point to
remember is that the analytic blueprint process is intended to be a useful planning tool in
early action development. The blueprint process facilitates cross-agency discussion, engages
management early on and guides action development.

Before you begin work on your blueprint you should understand that it is a two-phased
process intended to facilitate the development of your action. The first phase, the
preliminary analytic blueprint, is essentially an early planning document intended to

help the workgroup organize itself, identify potential data and analytic needs, and present
an initial path to final action. It will serve as the mechanism for getting early guidance from
management. There is no formal approval process for the preliminary blueprint. Any issues
on which the workgroup cannot reach agreement should be identified and discussed as part
of the early guidance process. :




The detailed analytic blueprint expands upon the information compiled during

the preliminary blueprint phase. The detailed blueprint incorporates early senior
management input and establishes 2 common plan for developing information needed
to inform eventual regulatory policy choices. To help focus the workgroup, the detailed
analytic blueprint undergoes a formal approval process similar to the current Final
Agency Review process. Once your analytic blueprint is approved, you can continue to
update or amend your blueprint as necessary. Since the ABP is a “living document” the
workgroup, in consultation with management, can modify the blueprint throughout the
process as necessary. If used in this fashion the blueprint will ultimately facilitate your
work and improve your final work product.

Your office may also have program specific procedures that apply to the development
of your Analytic Blueprint. In developing the Analytic Blueprint for your action, you
should consult your Regulatory Steering Committee (RSC) representative or Regional
Regulatory Contact (RRC) to learn what specific procedures apply to your office and to
advise you on any questions you may have on this guidance.

We've tried to keep this guidance concise and readable and we're developing additional

implementation tools to help you. We'd like to know if we've succeeded and welcome

~ your comments and suggestions on the guidance. Please route any comments through
your Regulatory Steering Committee Representative or your Regional Regulatory Contact.
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=== his section explains the purpose and use of Analytic

Blueprints, including critical elements to guide a
successful Blueprint process. The section also briefly
discusses the rationale and notable revisions incorporated
in this guidance.

A. What is the Purpose of an Analytic Blueprint?

Analytic Blueprints (ABPs or Blueprints) are one critical part of EPA’s Action Development
Process (ADP)'. The ADP is designed to ensure EPA develops and issues quality rules, poli-
cy statements, guidance documents, Reports to Congress, and other regulatory and non-reg-
ulatory actions®. Likewise, the ultimate purpose of Analytic Bluepnms is to enhance the
quality of EPA actions’.

A Blueprint spells out a workgroup’s plans for the data collection and analyses that will
support development of a specific action. The Blueprint sets forth how this information will
be collected, peer reviewed, and used to craft the action within a specific budget and time
frame. In addition, the Analytic Blueprint expands EPA’s opportunities to consider a broad
range of possible regulatory (and non-regulatory) strategies, including alternative or innova-
tive approaches that complement traditional methods*. A Blueprint improves an action by

1. facilitating cross-Agency sharing of valuable information, expertise, and perspectives,
and fostering early agreement on key questions through a structured workgroup process
and written document; and

'The Agency’s Action Development Process Guidance is available online at http:/intranet.epa.gov/adplibrary.
*Hereafter, references to “actions” are intended to include regulatory and non-regulatory actions.
*See Improving Regulations, 2001 Task Force Report.

‘Innovative approaches could also be considered in other stages, including workgroup data collection, stakeholder consultation, and
response to public comment after a rule has been proposed. However, it is most beneficial and feasible to consider alternative approaches
early in the development of an action.




2. guiding the workgroup to plan for all the required data and analytic needs.

The term “analyses” is used very broadly here to include all qualitative discussions and thought
processes that help EPA decide how the action should be designed. Analysis is not limited to
economic or scientific data, but also encompasses assessment of legal, policy, stakeholder, and
compliance-related information. Agreement on the Blueprint up-front, by managers across the
Agency, significantly reduces the likelihood of issues being raised at the end of the process.

8. How do Preliminary and Deiziled Blueprinis Differ?

To best accomplish the goals of the Analytic Blueprint, Blueprints are developed in two
phases: a Preliminary Blueprint (P-ABP) and a Detailed Blueprint (D-ABP). This two-phase
process is meant to:

® Facilitate early cross-office participation,

® ldentify critical path (i.e., ensure appropriate sequencing) of supporting analyses
early in action development to help ensure appropriate analyses and information are
available in a timely manner,

= Align expectations of participating workgroup members and their managers about
the workgroup effort and scope of analysis, and

® Provide an agreed upon framework for writing a quality action.

The Preliminary Blueprint serves four primary purposes:

1. Promotes management involvement by supporting early management guidance’ on
basic issues such as:

= rationale for the action,

= overall approach and range of options to be considered (e.g. requirements, incen-
tives, education, etc.),

® budgetary requirements (e.g. contractor support),
= staff resources, and
= legal, scientific, economic or policy considerations:

2. Alerts the workgroup members and the offices they represent to areas where work
should begin;

3. Identifies what data are needed and the potential sources for that data: and

4. Serves as the foundation for the Detailed Blueprint.

"See Early-Guidance in EPA Action Development Process Guidance (hup-//intranet.epa. gov/adplibrary).
Y p P P P
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What Are Analytic Blueprints?

The level of detail included in a Preliminary Blueprint varies, sometimes significantly. For
highly regulated industries, EPA may already know much about the environmental problem
to be addressed and the industry sector affected. In such cases, the Preliminary Blueprint
should reflect what is already known about the particular environmental problem and rec-
ognize current efforts aimed at mitigating any negative impacts. For relatively new regulato-
ry areas, EPA may be less familiar with the environmental context at the outset. In these
cases, the Preliminary Blueprint may be a mere outline of what is known or planned.

The Detailed Blueprint expands upon the Preliminary Blueprint and serves four related
purposes:

1. Incorporates senior management guidance received on the Preliminary Blueprint;

2. Alerts management and various offices to any important issues that have arisen since
* the Preliminary Blueprint; '

3. Helps the workgroup plan the details of analysis (which options to analyze and how, what
data to gather and how, etc.) and schedule that analysis. This planning should be done with
a view to presenting the analytic results at the Options Selection® meeting. Furthermore, it
helps ensure the analysis will follow EPA guidance and policies, as well as satisfy the vari-
ous Statutes and Fxecutive Orders (EOs) which may apply to the particular action; and

4. Documents agreement among workgroup participants and management on the
Blueprint’s scope and analytic framework.

The degree of revisions expected from Preliminary to Detailed Blueprint may vary by sec-
tior. Some sections will likely not change at all (e.g., Rationale and Legal Issues sections),
some will need to reflect changes in the substantive document (e.g., Introduction and
Regulatory Approaches sections), and others may need to be completely rewritten or filled
in with additional details (e.g., Executive Summary and Analytic and Outreach sections).

C. What Makes an Analytic Blueprint Effective?

Blueprints facilitate collaboration and development of well-supported and documented actions.

Several elements are believed to contribute significantly to a successful Blueprint process. These

elements, provided below, help Blueprints avoid becoming merely paperwork exercises. They

enhance the workgroup process and help avoid the workgroup being bogged down by last-

minute debates over the type of information or analyses that should have been developed.

1. Involvement of all workgroup members to incorporate various perspectives and expertise,
including those beyond the lead office staff.

“Ibid




2. Early discussion and documented agreement to increase accountability, establish work-
group member expectations, and avoid costly last-minute disruptions or delays. This
includes explicit opportunities for management input (e.g., supports “early guidance”).

3. Targeted, succinct presentation focused on the key analytic issues; and sufficient detail to
allow substantive input on the analytic information to be developed.

4. Clear roles and deadlines to set the tone for effective, timely group work. A schedule of
what information is needed, including who will get it and analyze it, to ensure that the
appropriate information is available at key decision points (e.g., Early Management
Guidance, Option Selection and Final Agency Review?).

To be most useful, the Analytic Blueprint is completed early in the process before key deci-
sions are made, i.e., before significant analysis begins. This ensures necessary resources are
allocated by participating offices to carry out the work and significant analyses are struc-
tured to inform option development and ultimately Option Selection® (e.g., allowing inclu-
sion of an additional option in a risk assessment® or regulatory impact analysis'; or use of
different modeling approaches). It is particularly important to address any “critical path”
issues as early as possible to ensure adequate time to develop or gather appropriate data and
conduct the necessary analysis. Also, you should ensure that the information used to inform
the decision meets the objectives of the Agency’s Information Quality Guidelines, including
peer review. For example, you may need to specifically identify possible distributional
effects that need to be considered in the risk assessment (such as estimated risks to children
or other subpopulations). Timely drafting and approval allow the Blueprint to achieve its
purposes of highlighting key analytic decisions, encouraging early management involve-
ment, and promoting thoughtful input from the cross-office participants on the workgroup.

isyuudan|g dnkjeuy aly 1eym

D, When is an Analytic Blueprint Expeciad?

EPA expects that workgroups on all Tier 1 and Tier 2 actions! will submit and obtain
approval of Analytic Blueprints at the appropriate times during action development (see
approval process and timing discussions below). Blueprints continue to be strongly recom-
mended for Tier 3 actions and certain program offices have made this a regular practice.
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Those familiar with the previous Analytic Blueprint guidance (1994) will need to review this
guidance document carefully. This guidance incorporates lessons from nine years of experi-
ence with Analytic Blueprints, which provided useful insights into areas that worked well

"See EPA Action Development Process Guidance (hup:/intranet.epa.gov/adplibrary).
*See EPA Action Development Process Guidance (http://intranet.epa.gov/adplibrary).
*See "Guidance on Cumulative Risk Assessment: Part 1-Planning and Scoping” (http://www.epa.goviosp/spe/2cumrisk htm).

“See "NCEE's Guidelines for Preparing Economic Analyses” (http://yosemite epa gov/ee/epa/eed nsf/webpages/Guidelines html) and
OMB's Circular A-4 (hupy//www.whitehouse.gov/omb/circulars/a004/a-4.html). 7

""See EPA Action Development Process Guidance (hutp://intranet.epa.gov/adplibrary)




What Are Analytic Blueprints?

and areas that could be improved. In addition, the guidance reflects changes or renewed
areas of focus in the Action Development Process.

The Agency’s experience with Analytic Blueprints has been mixed. One program found the
Blueprint process to be a useful framework and asked its staff to develop Blueprints for Tier
3 actions, as well as Tier 1 and Tier 2. However, in many parts of the Agency, Blueprints
were viewed as paperwork exercises that yielded little value and so were not used by senior
managers, were never completed (or even started), or provided little information other than
a checklist of statutory, regulatory, or Executive Order assessments to be addressed in the
eventual Federal Register notice.

This Guidance reaffirms EPA’s commitment to early planning and Analytic Blueprints.
A successful Blueprint process and document helps ensure:

= Early policy guidance from senior managers;

= Clear articulation of a “critical path” to timely information development;

= A range of alternatives, including innovative options;

= Thoughtful consideration of resource requirements (e.g., FTE and contract dollars);
= A well functioning workgroup/team and cross-office participation; and

= No late surprises or “late hits” in the process.

‘F. What is New in this Guidance?

This guidance document differs from earlier guidance in some key ways:

Two Phases: Previously, Blueprints were described as “living documents” developed in an
iterative process. This guidance describes a two-phase Blueprint development process'*:
= Preliminary Blueprints (a planning document prepared very early); and

= Detailed Blueprints (an extended version of the earlier document, with more
information, produced later in the action development process).

Content: This guidance describes the expected content of Blueprints more explicitly, to

ensure they serve a clear purpose.

Timeline: Additional milestones and focus on timing/milestones to help workgroups plan
timely completion of Blueprints.

~ Approval Process: The approval process is detailed.

"t may still be useful to revise/update the Blueprint during the rule-development process as new information becomes available and
priorities change.




~ 77" his section describes the heart of the Analytic |
Blueprint. It provides an outline for Blueprints and

1 discusses the information that should be included
under each section. The outline is the same for the
Preliminary and Detailed Blueprint. However, the level of
detail will be different and the formally approved Detailed
Blueprint will serve as the operating framework for
conducting analysis and outreach to inform the eventual
decision regarding the specific elements of the action.

Suilins of av Analyiic Rluspring

The same basic outline applies to both the Preliminary and Derailed Blueprints because the Detailed Blueprint is an
expansion and update of the Preliminary document:

A. Executive Summary (1 page)
* Rationale, overall approach, resource implications, other management-level issues
B. Introduction (1-2 pages)
* Summary of important peints (including background)
= Extent of Agency discretion
= Rationale for the action
C. Types of Regulatory and Non-regulatory Approaches (1-2 pages)
= Type of action
* Scope of action
D. Analysis and Outreach (5-15 pages total, assuming 1 to 3 pages per section)

a. Scientific Issues d. Legal Issues
b. Economic Issues - e. Implementation, Enforcement, and Compliance
c. Stakeholder Involvement f. Other Key Topics

E. Workgroup Members and Contact Information

F. Schedule for Action Under Development
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A. Executive Summary,

The executive summary should be succinct and written with senior management as the
target audience. Typically, the executive summary will be the last section written so it can
summarize the plans and decisions discussed in the body of the Blueprint. The executive
summary should pull together a bulleted list of regulatory and non-regulatory options
expected to be analyzed and presented in the Options Selection meeting®. It should also
include, for reference, basic pieces of information: the name of the action, as well as the
SAN, Tier and Lead Office.

Focus of the Executive Summary:

= Rationale: Why is the action needed? Is the action required by statute or courts?
Who cares about this action?

= Qverall approach: What environmental problem are we trying to solve? What is
the range of tools and approaches that will be considered? Which ones will not be
considered? Can we set performance goals to address the problem or support the use
of innovative approaches?

= Resource implications: How significant are funding or staffing issues? Can tradeoffs
between funding and product quality be quantified (e.g., what options exist for addi-
tional levels of data collection, more detailed modeling of a certain type, etc., and the
implications of those extra efforts)?

What Is Included in an
Analytic Blueprint?

= Other management-level issues: Potential legal or policy issues, timing constraints,
major scientific uncertainty, controversy, or information quality limitations, economic
implications, enforceability of rule, likely stakeholder concerns, substantial efforts
needed related to regulatory analysis requirements such as small business impacts, etc.

Preliminary v. Detailed Blueprint

The executive summary in the Detailed Blueprint should build from the one in the
Preliminary Blueprint. In the Detailed Blueprint, the executive summary should make
explicit the key decisions in how analysis will be conducted, in order to seek final agree-
ment on those decisions. The Detailed executive summary should also alert management to
any new issues that have arisen since the Preliminary Blueprint.

B. Introduction

1

The introduction should be brief, provide sufficient background, and establish the proper
context for the action. The following three areas should be included:

1See EPA Action Development Process Guidance (http:/intranet.epa.gov/adplibrary).

10




1. Summary of important points:

= Why is this action needed? What is the environmental or public health problem that
must be addressed?

® Any statutory or court-ordered deadlines
= Brief summary of the action and any necessary background

* prior events, related rules/actions, complicating factors

* why certain legal, economic, or scientific issues may be important to this action

2. Extent of Agency discretion:
= Is the action overall legally mandated (e.g., by statute) or discretionary?

= What aspects of the action would be discretionary, (i.e., where does EPA have flexibility
to make decisions)? What is the potential range of regulatory/non-regulatory options?

= What are the minimum requirements? Where is there flexibility

3. Rationale for the action:

= To the extent that the action is discretionary, what are the key arguments for and
against the action?

= Present any preliminary statistics characterizing the magnitude of the environmental
- or health problems being addressed, or providing perspective relative to other actions.

= Ifitis a rule, what is the market failure that the action would address? (e.g., envi-
ronmental externality—costs to the environment that are not being paid for by those
causing them, lack of information causing inefficient markets, very high transaction
costs that prevent compensation or trading, monopoly)."*

Preffn‘-rfnary v. Detailed Blueprint

The introduction that was used in the Preliminary Blueprint may require only modest
changes for use in the Detailed Blueprint. The rationale for the action generally will not
have changed between the Preliminary and Detailed Blueprints. The Detailed version of
this section can expand upon the text in the Preliminary version to the extent that legal
reasoning has evolved or new information has become available.

“See "EPA’s Guidelines for Preparing Econemic Analyses” (http://yosemitel.epa.gov/ee/epa/eed.nsl/pages/guidelines); OMB's guidelines on
R1As (hupy/fwww.whitehouse gov/omb/inforeg/riaguide. html).
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C. Types of Approaches

This section discusses what approaches will be seriously considered, analyzed, and ultimate-
ly compared in documents supporting the action. This can have a major impact on the
quality of the final action, because failing to analyze a reasonable option can exclude a
potentially superior alternative. It is important to consider various types of approaches for
both regulatory actions and non-regulatory actions. For regulatory actions, possible volun-
tary or innovative options should be considered. For non-regulatory actions, such as guid-
ance or reports to congress, alternative approaches might be the degree of specificity to
include in the document or the degree to which existing materials or analysis may be used
rather than original analysis. These are just examples to spur thought. The main point here
is that workgroups should reflect on alternative approaches to solving the issue at hand,
thereby helping to ensure that appropriate information will be available for decision makers.

This part of the Blueprint answers the following questions:

Type of Action: Describe the types of regulatory and non-regulatory approaches (types of
mechanisms) that will be evaluated. Are educational, voluntary, incentive-based, market-based,
or other innovative approaches being considered and if so, how? If not, why not? Will perform-
ance-based, technology-based, or other pollution prevention approaches be analyzed? If not,
why not? EPA’s policy is to consider a wide range of innovative approaches and to promote
analysis that may reveal effective new solutions. The appropriateness of innovative approaches
needs to be decided on an action-by-action basis but a variety should be considered, including:

s Market-based incentives that cost-effectively achieve and/or exceed other traditional
compliance strategies.

s “Performance-based” standards that allow entities to choose how best to reach a
mandated goal.

= Actions that focus on characteristics of a particular sector to. promote understanding and
. implementation.

= Other incentives that encourage performance beyond basic compliance .

Even for non-regulatory actions, it may be appropriate to consider alternative approaches in
a Blueprint. For example, alternative approaches discussed in a non-regulatory action might
be a choice between developing a new document with new analyses and drafting a short
summary document that essentially compiles existing documents.

Scope of Action: This section of the Blueprint should provide a very brief summary of the
industry or affected entities to provide perspective on the magnitude of the environmental
problems and also the potential complexity of analysis and action.

= What entities could be targeted? How many facilities and in what locations?

= s the diversity of the entities affected by the action an issue?




= Describe the types of targe[iﬁg or sub-categorization in scope of the action that will
be considered. Will the office look into the possibility of creating subgroups to treat

differently? Different geographic areas? Segregate by size of business? Other types
of subcategories?

= How might various approaches affect the expected benefits?

= 1f data are not adequate to address these issues, identify what data are needed and the
process and date by which they will be gathered and analyzed.

= For non-regulatory options, it may be appropriate to consider the merits of both a broad
or narrow approach.

Preliminary v. Detailed Blueprint

Following up on the Preliminary Blueprint’s discussion of broad types of options (e.g.,
incentives vs. absolute standards), the Detailed Blueprint should list specific approaches
or even particular regulatory and non-regulatory options that have been chosen for further
analysis. In the Detailed version, the following questions should be addressed in a hstmg
of the regulatory or non-regulatory options or approaches to be analyzed:

= How many options are expected to be presented in the supporting analysis (e.g., Regulatory
Impact Analysis (RIA))" and included in summary tables showing costs and benefits?

= What will those options include (e.g., is the plan to compare 2-3 different levels of
stringency)?

;yundan)g onfjeuy
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= Will some options be investigated and screened in some way but not included in the
full economic or risk analysis? What kinds of options will not be fully analyzed and
why?

= Is there any controversy (e.g., among stakeholders) over which options are chosen for analysis?
e Will all options be analyzed with and without a certain additional provision(s)?

= Will more than one possible compliance date be analyzed?
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The following pages provide guidance on completing information related to six key analytic
and outreach topics. The first five topics represent major types of analysis that support EPA
actions. The sixth topic (“Other Key Topics”) is included to acknowledge the variety of
Agency activities. For some actions, important information may not fall neatly into one of
the other categories.

¥See “NCEE's Guidelines for Preparing Economic Analyses”
(htep//yosemite epa. gov/ee/epaleed nsf/webpages/Guidelines. huml); OMB's Circular A-4
(htrp:/fwww whitehouse.gov/omb/circulars/a004/2-4 . huml),
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The Detailed Blueprint (and to a lesser extent the . ]
Preliminary Blueprint) should present a plan for addressing Key Topics for Analysis
: . i and Outreach:

each key topic. For example, it should include a summary

of the plans for: public participation; how each outstanding 1

scientific issue will be handled; how the Regulatory Impact 2

Analysis will be conducted under EO 12866'; and.so on. 3. Stakeholder Involvement
4
5

. Scientific Analysis

. Economic Analysis

The plans, generally speaking, should summarize what will
be done, by whom, and by when, and should highlight the . Implementation,
implications of key decisions. For example: Enforcement, and

Compliance Assurance

6. Other Key Topics

. Legal Issues

=  What decisions and activities are on the critical path (ie.,
What needs to be done next? What determinations must
be made, panels formed, analyses conducted, etc.?)? If
decisions have been made, what are they (e.g. how will the analyses be conducted?)?

= Who will take the lead on each topic and what are their next steps? How will the work-
group determine how relevant or important this topic is for this action (e.g., does the
workgroup need to assess impacts on small entities?)?

= When will these steps take place (Preliminary timeline)? Is the schedule realistic?

=  What are the resource implications? Is this action likely to require substantial funding,
staff resources, or lead time to ensure high-quality data, science, and analysis? Is there
any sense of magnitudes of those requirements relative to other actions (at least whether
large, moderate, small)?"7
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- Analytic Blueprint?

Guidance is provided below for each of the key topics, from science to enforcement.
Appendices provide more detailed questions or issues that may be appropriate to consider
and include in a Blueprint for several sections. Most Blueprints are expected to address the
questions and issues presented in this guidance. However, specific questions or issues pro-
vided may not be relevant for a particular action. Similarly, there may be important ques-
tions that should be addressed in a Blueprint but are not listed here.

The Regulatory Development Library intranet site contains text, guidance, and templates for
a wide range of Statutes, Executive Orders (EOs), policies, and other requirements. It
should be carefully consulted before an Analytic Blueprint is drafted.™

[. Scientific Analysis

This section of the Blueprint describes plans for collecting and analyzing data, and conduct-
ing scientific analyses and reviews that are needed to ensure that decisions are based on
sound science. The quality of science and analysis that inform EPA decisions is vital to the

““See EPA’s “Guidelines for Preparing Economic Analyses” (http‘./!yosemiwepa.govfeefepafeed.nsﬂmbpagestuideIines.html);
OMB's Circular A-4 ( hup;ffwww.whjtehouse,gow'omb/circularsfaOO‘Va—‘i-,htmD_

""For example, the Blueprint could state that a very high level of public involvement is expected for this action, or that small business
analysis is unlikely to require significant resources in this case, or that an economic impact analysis is likely to require substantial con-
tractor support.

“See hup:/#/intranet epa.gov/adplibrary




credibility of those decisions and ultimately EPA’s effec-
tiveness in protecting human health and the environment.
Scientific products are used to:

Scientific Analysis
Accurately scope and frame the boundaries of the
problem,

Economic Analysis
Stakeholder Involvement
Identify feasible and innovative technologies and Legal Issues

regulatory options,

1.
2.
3
%
5.

Implementation,
Enforcement, and

Establish standards for human health and ecologi- Complimee Assorance

cal protection, quantify the costs and benefits of
various options (through engineering analysis, risk
analysis, human health or ecological assessment,
and economic analysis), and

6. Other Key Topics

Develop testing and monitoring approaches to assess compliance and measure envi-
ronmental progress. :

There are many ways to approach an analytical problem and what follows is a simple logical
construct to assist you. First is a list of general areas of scientific inquiry to consider in the
context of your action. After you have identified the areas that deserve further work, you are
asked to follow a systematic approach to address each one. Finally, a list of more specific
questions is provided in Appendix 1 to help guide your thinking as you prepare this section
of your Blueprint.

Areas of Scientific Analysis

There are a number of key scientific questions that the workgroup should address when
developing this portion of the Blueprint, e.g.:

Has the environmental or public health problem been adequately characterized or
do we need additional information to fully scope the problem? What additional
information do we need?

What information is needed to adequately characterize the regulated entities?

What data and scientific analyses are needed to support the decision (e.g., monitor-
ing needs, modeling tools)?

What are the known science issues that are pertinent to this action? Is there a lack of
agreement within the scientific community about any of the science issues? What
additional data are needed to reduce scientific uncertainties?

Will a decision be made on the basis of a risk assessment? If so, what type of infor-
mation will be needed to complete this risk assessment?

What types of risk management options are likely? What information is needed to evaluate
the risk management options and to measure the environmental or public health outcomes?

Has a high quality literature search been conducted?
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ue uj papnjauj sj1eym

15




What Is Included in an
Analytic Blueprint?

16

Workplan

In considering each question, the workgroup should develop a list of the data and scientific
analyses that are needed to support this action. For each type of data and scientific informa-
tion identified as needed to support the action development, the workgroup should address
the following overarching elements in the scientific plan section of the Blueprint:

1. Data Gathering: Set forth plans for gathering the needed scientific information (schedule,
sources, and roles). Also describe plans to ensure that the information used in the
decision meets the Agency’s Information Quality Guidelines and Peer Review Policy.

2. Analysis: Describe plans for analysis, identifying key assumptions and tradeoffs
between further analysis and resources or timing.

Specific questions to consider when outlining a scientific work plan include:

= Schedule and Resources: What is the schedule for obtaining and analyzing the infor-
mation, what resources will be required, and who is responsible? Note that the
schedule should include the time necessary to obtain OMB approval of any ICRs
that may be needed to collect data.

= Quality Assurance: What quality assurance measures (e.g,, Quality Assurance Project
Plans) will be addressed in gathering and analyzing the data? Will these plans ensure that
the information used in the decision meets the Agency’s Information Quality Guidelines?®

= Scientific Expertise: What types of scientific expertise would be helpful in obtaining
and analyzing this information? Who are the recognized experts, both within and
outside the Agency? How can EPA access these experts?

=  Risk Characterization: Consistent with Agency guidance and policies, explain signifi-
cant uncertainties and how they will be communicated in the presentation of results.2

= Peer Review: What are the plans for peer review? What type of peer review is need-
ed (e.g., internal, external, or review by the Science Advisory Board or other FACA
committee)? Will these plans satisfy the Agency’s Peer Review Policy?*

Preliminary v. Detailed Blueprint

The Preliminary Blueprint should reflect as complete a draft scientific plan as is possible
within the time allotted. At a minimum, the workgroup should identify the key scientific
uncertainties and areas of controversy that are known, the data and studies that are already
available, and a rough idea of the types of additional analyses or assessments that are need-
ed. The workgroup should identify any issues that are known concerning resources and the
schedule and should identify potential solutions and options for management to consider
when providing early guidance.

"See “2002 Information Quality Guidelines” (http//www.epa.gov/quality/informationguidelines)
*See Risk Characterization Program and “Rick Characterization Handbook” (http/fwnww epa.goviosp/spc/2riskehr.hem).

#See “Peer Review Handbook - 2nd Edition” (http:/fwww epa.gov/osp/spe/2 peerrev. htm); and “Peer Review in the Rulemaking Process
Fact Sheet” (http://intranet.epa.gov/adplibrary)




Building on the structural outline in the Preliminary Blueprint, the workgroup’s next step is
to develop a detailed plan and schedule for obtaining the data, conducting scientific analyses,
and addressing new issues (any that have been identified since the Preliminary Blueprint).
This plan should identify the information needed, the schedule for producing it and getting
it peer reviewed, the resources needed, and the office responsible for the various steps.

2. Economic Analysis

This section of the Blueprint should present plans for data
collection, analysis, and presentation related to economic Key ’0 pics for Analysic
analysis supporting the action. Significant tradeoffs between and Dutraach:

analysis and resources or timing should be highlighted.
EPA’s National Center for Environmental Economics pub-

1. Scientific Analysis
2
lished “Guidelines for Preparing Economic Analyses,” which 3
4.
5

. Economic Analysis

. Stakeholder Involvement
will be a useful resource for the workgroup as it plans its

5 .o : ,
analyses®, Ec?r specific questions or gmclan.ce, you may want B

to consult with the workgroup representative from the Office Btilsiceradnt and

of Policy, Economics and Innovation. Compliance Assurance

. Legal Issues

. 6. Other Key Topics
There are many ways to approach an analytical problem 1ERR

and what follows is a simple logical construct to assist you.
First is a list of general areas of economic inquiry to consider in the context of your action.
After you have identified the areas that deserve further work, you are asked to follow a sys-
tematic approach to address each one. Finally, a list of more specific questions is provided in
Appendix 2 to help guide your thinking as you prepare this section of your Blueprint.

Areas of Econowmic Analysis

In many EPA actions, there are several areas of analysis that could be informed by econom-
ics. The list of analytic areas below should be useful in organizing the Blueprint’s discussion
of economic issues. '

Areas of analysis related to economics:

1. Characterization of the industry and the environmental/health problem
2. Costs of options (social costs, discounting, no-action scenarios, etc.)

3. Benefits of options (monetization, distributional effects, sensitive subpopulations,
valuation of health/mortality impacts on children, latency, ecological benefits, etc.)

4. Cross-media impacts

“See “Guidelines for Preparing Economic Analyses.” (hLtp:r‘fyosemite.epa.gov!eefepa.a’eed,nsf/webpagesf(}uidelines,html)
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5. Results and Option Selection (presentation of policy alternatives, incremental effects, etc.)

6. Other analyses involving economics

For any relevant areas of analysis, the Blueprint should address the following topics:

1. Data Gathering Plan: Identify the information needed and plans for gathering informa-
tion (schedule, sources, roles). Also describe plans to ensure that the information used in
the decision meets the Agency’s Information Quality Guidelines” and Peer Review Policy

2. Analysis Plans: Describe plans for analysis, including key assumptions and tradeoffs
between quality analysis and resources or timing,

In discussing data and analysis plans, the Blueprint should summarize resource and, timing
issues to the extent they hinder the use of the best possible data for the econormic analysis.
This might include availability of staff or outside experts, cost of additional data collection,
need for peer review, need for results from research underway, and so on.

NOTE: Detailed lists of questions expanding on the above areas may be found in Appendix
2, and should be consulted in preparation of the Blueprint.

When outlining an economic work plan:

Schedule and Resources: What is the schedule for obtaining and analyzing the infor-
mation, what resources will be required, and who is responsible? Note that the
schedule should include the time necessary to obtain OMB approval of any ICRs
that may be needed to collect data.

Quality Assurance: What quality assurance measures (e.g., Quality Assurance Project
Plans) will be addressed in gathering and analyzing the data? Will these plans ensure that
the information used in the decision meets the Agency’s Information Quality Guidelines?”

Economic Expertise: What types of economic expertise would be helpful in obtain-
ing and analyzing this information? Who are the recognized experts, both within
and outside the Agency? How can EPA access these experts?

Risk Characterization: Consistent with Agency guidance and policies, explain signifi-
cant uncertainties and how they will be communicated in the presentation of results

Peer Review: What are the plans for peer review? What type of peer review is need-
ed (e.g., internal, external, review by a FACA committee)? Will these plans satisfy

the Agency’s Peer Review Policy?”’

b

PSee “2002 Information Quality Guidelines” (http://www.epa. gov/quality/informationguidelines)

“See “Peer Review Handbook—2nd Edition” (hetp:/fwww.epa.gov/osp/spe/2peerrev him); and “Peer Review in the Rulemaking Process
Fact Sheet” (http://intranet.epa.gov/adplibrary).




Preliminaiy v. Detailed Blueprine

The Preliminary Blueprint should reflect as complete of a draft economic plan as is possible
within the time allotted. At a minimum, the workgroup should identify the key economic

uncertainties and areas of controversy that are known, the data and studies that are already
available, and a rough idea of the types of additional analyses or assessments that are need-
ed. The workgroup should identify any issues that are known concerning resources and the

schedule and should identify potential solutions and options for management to consider
when providing early guidance.

Building on the structural outline in the Preliminary Blueprint, the workgroup’s next step
is to develop a detailed plan and schedule for obtaining the data, conducting economic analy-

ses, and addressing new issues (any that have been identified since the Preliminary Blueprint).

This plan should identify the information needed, the schedule for producing it and getting it
peer reviewed, the resources needed, and the office responsible for the various steps.

3. Stakeholder Involvement

Stakeholders include affected parties as well as other
partners (e.g., general public, regulated entities, Key Tepics for Analysis
environmental groups, state/local/tribal governments, and Outreach:
other federal agencies or organizations, etc.).” 1. Scientific Analysis

. i 2. Economic Analysis
Stakeholder involvement is an important part of the
: . . . 3. Stakeholder Involvement
information collection and assessment that supports action

. : . 4. Legal Issues
development. It can be helpful in several areas: characteriz- _
ing an industry or problem, identifying and refining alter- 2 Jmplementaion,
nati lat d lato tions, increasin A
ative regulatory and non-regu Iy options, increasing T
transparency and compliance, checking practicality, ‘
" ] 5 s 6. Other Key Topics

describing costs or benefits of various options, and comply-

ing with various Statutes and Executive Orders (EOs)
(E.O.’s) regarding rule-making.

Areas of Stakeholder Involvement and Analysis

The Blueprint should discuss plans for stakeholder involvement. This could include a
combination of various types of consultative processes:

1. Outreach: Basic communication keeping outside parties informed of plans and actions.

2. Information Exchange: Stakeholders and EPA provide and exchange data, opinions,
and options. -

“See EPA’s Public Involvement website at http/fwww epa.gov/stakeholders.
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3. Recommendation: Stakeholders provide non-binding, but influential advice or
recommendations. '

4. Agreements: Stakeholders and EPA reach practical agreement.

Each of these types of consultations should be considered as a means of soliciting input.
Thought should be given to how consultation efforts for action development activities
should be structured to meet relevant Statutes, Executive Orders (EOs) or policies such as:
Regulatory Planning and Review?; Federalism®; Consultation and Coordination with Indian
Tribal Governments®; Negotiated Rulemaking Act®; Regulatory Flexibility Act (RFA)/Small
Business Regulatory Enforcement Fairness Act (SBREFA)”; Unfunded Mandates Reform Act
(UMRA)*; Federal Advisory Committee Act (FACA)*; EPA’s Public Involvement Policy’;
and the EPA Small Business Strategy.*” Some of these laws and E.O.’s have very specific
requirements concerning consultations we must undertake, with whom, and at what point
in the action development process. For an up-to-date list, and additional information and
guidance on individual items (e.g., full text E.O.’s, guidance, and templates) please see the
Action Development Process Library intranet site.* |

Data Analysis to Support the Action:

The stakeholder involvement section of a Blueprint should:

= Identify the key players and affected groups.

= Describe plans for the type of public participation in order to provide information and
effective outreach. You should include any plans of providing technical or financial
assistance to the public to facilitate involvement.

= List anticipated dates for stakeholder involvement. It is important to start the planning
early so stakeholders can be present at the meetings.

= Assess whether this action might trigger special treatment related to stakeholder involve-
ment stemming from Statutes or Executive Orders (EOs).

= Identify time or resource constraints. Even when time or resource constraints are limit-
* ing, stakeholder involvement may be important in the context of particular Statutes,
E.O.s or Agency policy (e.g., UMRA).

Preliminary v. Detailed Blueprint

The Preliminary Blueprint should, at a minimum, list key stakeholders expected to be -
contacted during action development. Building on the Preliminary Blueprint, the Detailed
Blueprint should highlight changes in the schedule and other key aspects of the plan.

BSee hup://www.epa.gov/fedrgstr/eo/e012866 . him. ¥See http://intranet.epa.gov/adplibrary

®See hutp:/fwww.epa.gov/fedrgst/eo/eo13132.pdl. *See http://www.epa.gov/ocem/faca/index.htm.

See hup://www.epa.gov/indian/pdis/13175.pdf. #See hupy//www.epa.gov/publicinvolvement/policy htm
#See hup:/Fwww.epa.gov/ocrpagel/adraact. htm. TSee http://www.epa.gov/sbo

"See hitp://www.epa govisbrefa/statute/rfasbrefa_act.pdf. #See http:/intranet.epa.gov/adplibrary




The Detailed version of this section should expand on that of the Preliminary Blueprint,
summarizing plans for stakeholder involvement and highlighting any important decisions
about the extent of efforts to provide for involvement. The discussion should make clear
whether stakeholder involvement has been and will be adequate, given the various regulato-
Iy analysis requirements covering consultation and EPA’s policy on public involvement®.

4. Legal Issues

This section of the Blueprint presents key legal issues relevant
to the development of the particular action. In particular, it
should present the need for data gathering or analysis, and
the plans for addressing particular légal issues. For specific
questions or guidance, you may want to consult with the

workgroup representative from the Office of General
Counsel.

Areas of Legal Analysis

Any precedent-setting, novel, or controversial legal issues
should be highlighted in this section. The Office of
General Counsel’s workgroup representative will typically
provide legal advice to the workgroup, and OGC’s views
should be reflected in this section.

The Legal Analysis section may discuss:

Hey Topics for Analysi
and Outreach:
Scientific Analysis
Economic Analysis
Stakeholder Involvernent

Legal Issues

bl S

Implementation,
Enforcement, and
Compliance Assurance

6. Other Key Topics

® What data and analyses are required under the law to support the action?

= Areas, to the extent known, where there may be significant discussion with the Office of

General Counsel on topics such as:

° any necessary legal research or decisions (include relevant consideration of questions

or uncertainties),
* rationale for regulation,
° aufhdn'ty to regulate,

* authority to use certain mechanisms or to target certain subcategories,
y

* legal defensibility of all significant choices likely to be made (e.g., such as stringency
of standards or choice not to regulate in certain areas), and '

* significant legal precedents or court cases,

“See htLp:ffwww.epa,gow’publicin\rolvemennfpolicy. hum.

]
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Preliminary v. Detailed Blueprint

There may be little difference between the Preliminary and Detailed versions of the Legal
Issues sections. In the detailed version, any changes or additions to the Preliminary legal
issues section should be explained and any plans for further work should be mentioned.

5. Implementation, Enforcement, and Compliance Assurance

This section of the Blueprint considers the data collection

and analysis needs related to implementation, particularly Key Topics for Analysis

enforcement and compliance assistance efforts. It may be and Outreach:

helpful when working on this section of the Blueprint to 1. Scientific Analysis

look to the Office of Enforcement and Compliance 2. Economic Analysis

Assurance’s (OECA) workgroup representative, as well as N

OECA'’s public guidance documents available on the inter- 4. Legal Issues

net at: http://www.epa.gov/compliance. £ Treilimeniioon,
Enforcement, and

Areas of Analysis Compliance Assurance

This section highlights analytic information related to 6. Other Key Topics

potential implementation burden, compliance assistance :

tools, and potential enforcement strategies.

Implementation-related questions for Analytic Blueprints

Who will implement the action (States, Tribes, Regions, etc.)? How? Adopt State, Tribal
programs? Periodic monitoring? Mandatory reporting?

Will an Information Collection Request (ICR) be necessary under the Paperwork Reduction
Act (PRA) to authorize any monitoring, record keeping, or reporting requirements?

Is there an opportunity for a creative implementation strategy that may be more effec-
tive/less burdensome? '

Does a compliance guide need to be developed per SBREFA?
Will any type of targeted compliance assistance be appropriate?

Are environmental justice issues associated with implementation a concemn? If so, how
are they being analyzed?

Does a Small Government Agency Plan need to be developed per UMRA?

How will the rule identify clear, measurable standards of conduct? Will it be possible,
for both the source and the regulatory authority, to determine whether the regulated
entity is in compliance? Will it be enforceable, with any monitoring issues adequately
addressed, and with clear descriptions of violations and clear consequences?

What is the burden associated with implementation, for both the regulated community
and the regulators?

To what extent might other compliance assistance tools be appropriate?




Preliminacy v. Detailed Blueprint

The Preliminary Blueprint should highlight any particular implementation issues that need
to be addressed. The Detailed version of this section should provide the data collection and
detailed analysis to ensure implementation issues are evaluated and considered and high-
light any changes in the schedule or other key aspects of the plan.

6. Other Key Topics

~ This optional section should capture any other important

information that did not fit within one of the previous five Kay ?C pics for Analysiz
topic areas. The Blueprint should discuss the information and Gutreach:

or analysis necessary and present plans for how it will be 1. Scientific Analysis
addressed.

. Economic Analysis

E. Workgroup Members and Contach

2
3. Stakeholder Involvement
4. Legal Issues

5

Information . Implementation,
Enforcement, and
As an attachment to the Analytic Blueprint, include a list of Compliance Assurance
workgroup members and their contact information. This 6. Other Key Topics

may be printed from the RAPIDS database once that infor-

mation is verified by the workgroup. If there are any
changes, this section should be updated for the Detailed
Blueprint. Make sure changes are updated in RAPIDS via your RSC representative.

F. {irafi Schedule Information

The Preliminary Blueprint should include a Preliminary schedule as an attachment. At a min-
imum, process milestones (e.g., Option Selection) and external deadlines should be noted.

For the Detailed Blueprint, an updated schedule should be included as an attachment. Any.
significant or notable changes since the Preliminary Blueprint should be discussed. The sched-
ule should note key events in the action development process, including (where relevant):

= Milestones for key reports or studies (e.g., dates that important data collection will
be completed and peer reviewed, draft risk assessment will be available for workgroup
initial review, etc.)

= Activities supporting action development, such as:

* RFA/SBREFA Small Business Advocacy Review Panel
e Public hearings or other significant stakeholder involvement
* Consultation activities required for rulemakings by laws and E.O.s

° Peer review activities
e Establishing a public docket.

Jutidan)g onkjeuy
ue w1 papnjau| sjleym




= Projected action development process milestones:
* Frequency of workgroup meetings
* Blueprint approval expected from senior management
* Options Selection meeting
* Final Agency Review _
* Submit to OMB for review
* Send to Administrator for signature
° NPRM publication in Federal Register
* End of public comment period
* Reconvening of Agency Workgroup
* Early guidance from senior managers regarding public comments (if needed)
e Final Agency Review
° Submit to OMB for review
* Send to Administrator for signature
* FRM publication in Federal Register
e Completion of compliance guide(s), if any

Analytic Blueprint?

Resources and Timing

The schedule should be accompanied by a brief summary of resource and ti.mjng issues. In
particular, the following should be addressed:

Resources:
=  List general resources available as full-time equivalents (FTEs) or some other metric.

® Describe projected contract support (dollars, FTFEs, or other metrics). This should be
broken out by major task.

= Are there resource constraints?

Timing:

= Describe first steps and an approximate timeline to indicate what data gathering activities
or analyses need to start immediately and roughly when this data would become available.

= s there a critical path (i.e, sequencing issues or constraints)?
= Is the timing of particular data gathering efforts likely to be of concern?

= Are other offices working on a relevant portion of the effort?




| provides a flowchart illustrating a sample timeline

to help workgroups manage the Blueprint process, and
describes how Blueprint development is tracked.

A Dvarvisw

The development process is essentially the same for

both the Preliminary (P-ABP) and the Detailed (D-ABP)
Blueprint. Each stage provides 60-days during which the
workgroup discusses, drafts, revises, and agrees upon the
Blueprint. Each stage also includes a step allowing for
senior managers to engage in this inter-office dialogue
regarding the analyses that will support the action. These
Steps are meant to ensure that managers have opportuni-
ties to affect policies and planning, rather than only being
involved when disputes arise in the workgroup, or at the

-~ his chapter sets out the prdcess and timeframes for
completing the Preliminary and Detailed Blueprints,

Contents of this Chaptar
A

B.
C.

Overview
Figure 1: ABP Process Flowchart
Timing and Steps of the Drafting
and Approval Process

a. Preliminary ABP

b. Detailed ABP

Tracking and Reporting Analytic
Blueprint Efforts

tail end of the action development process. It is also important to note that your office

may have adopted additional procedures for the P-ABP and/or D-ABP development process.
This guidance describes the general Agency process, but you will also need to identify any

applicable procedures within your office. To do so, consult your Regulatory Steering

Comumittee representative or Regional Regulatory Contact.

The approval proﬁess differs between the two Blueprint phases; calling for early guidance

¢rom senior management to discuss the P-ABP and formal management sign-off on the B-ABP.

P-ABP: There is no formal “approval” step for the P-ABP. However, the workgroup members
should agree that it is ready to be circulated for early guidance purposes. If the workgroup
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How Does the Blueprint
Approval Process Work?

cannot reach complete agreement, the lead office can choose to move forward to seek early
guidance. The workgroup should identify possible areas of disagreement and highlight these
remaining issues to senior management. Early guidance is an opportunity for senior man-
agement to engage and for the workgroup to obtain input regarding analytical or policy
direction that should be reflected in the D-ABP. When giving early guidarice, the lead office
should consider other policy issues and priorities of other AAs/RAs. The lead office should
also provide participating AAs/RAs with meaningful opportunities to contribute to early
guidance decisions and should obtain agreement from participating offices on issues that
affect them. The recommended way to accomplish this is to have an early guidance meeting
involving all of the participating offices to discuss significant issues and to mutually agree
on the priorities and general direction for the action. This cross-office management meeting
should be accomplished within 30 days of workgroup agreement on the P-ABP,

by which time each of the workgroup representatives will have met with their managers
and prepared them to contribute substantively to an early guidance meeting. (See detailed
P-ABP process description below.)

D-ABP: Formal agreement on the D-ABP is important because it commits all participants to
the proposed approach and delineates their responsibilities. In this step, the participating
offices on the workgroup provide an official position from their top management and either
formally concur or concur with comment on the D-ABP. Formal cross-Agency review may
be completed by having each participating office document its position in a memorandum.

- Based on the responses, a cross-Agency meeting may be scheduled. (See detailed D-ABP
process description below.)

Figure 1, on the next page, is a sample timeline to help workgroups manage development
of Analytic Blueprints. It is intended simply as a guide to facilitate the planning process
for the workgroup. The specific timeline for Blueprint development may vary, but the
entire workgroup process is expected to be completed within no more than 150 days
of tiering approval®. Tiering approval is the date when the OPEI's Associate Administrator
(AA) formally approves the tiering designation recommended by the RSC. -

If more time is necessary to complete either the P-ABP or D-ABP, the lead office should alert
the RSC that additional time is needed to develop the Blueprint. The RSC will discuss the
relevant issues (e.g., impending deadlines and impact of schedule slippage on compliance
with the ADP) and consider ways to help the workgroup stay on a reasonable schedule.

*It might be easier to think of it either as 5 months (i.e., 2 months for P-ABP, 1 month for Early Guidance, and 2 months for D-ABP), or
20 weeks (i.e., 8 weeks for P-ABP, 4 weeks for Early Guidance, and 8 weeks for D-ABP).




3¢ Procass Flowechart

OPEl AA Approves Tiering &
Notifies Lead Program

Y

Workgroup Convenes,
Reviews Blueprint Guidance,
Establishes Schedule, & Sets

Expectations for Participation

Detailed Analytic

Blueprint Process

Y

Workgroup Discusses
Issues to be addressed in
each Blueprint Category

Workgroup reconvenes
Reviews Senior Management
Guidance, Establishes
Schedule, & Sets
Expectations for Participation

Y

v

Workgroup Discusses
Issues to be addressed in
each Blueprint Category

Draft of Analytic Blueprint
Completed and Distributed
to Workgroup Members

Y

Y

Draft of Analytic Blueprint
Completed and Distributed
to Workgroup Members

Workgroup Drafts Executive
Summary of Blueprint

Y

Y

Workgroup Drafts Executive
Summary of Blueprint

Comments from Workgroup
Members Due on Draft

Y

Y

Comments from Workgroup
Members Due on draft

Preliminary Blueprint
Approved by Workgroup &
Submitted to Senior
Management

Y

Final Detailed Blueprint
Completed by Workgroup &
Submitted to Senior
Management for Formal
Review, Comments & Signoff
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C. Timing and Steps of the Drafting and Approval Process

N Preliminary ABP

Process Steps

1. Lead office convenes Workgroup as soon as possible after action is tiered. Ideally, this
would be within two weeks of tiering approval. (To get a running start, the Workgroup
can also be convened informally after offices have assigned staff, but before OPEI's AA
has signed off on the tiering form.)

2. Workgroup reviews Analytic Blueprint Guidance, agrees on roles and responsibilities for
participation, and establishes a schedule for developing the P-ABP. Workgroup chair from
the lead office establishes a target completion date and informs its RSC representative.

3. Workgroup members collaborate to write the Blueprint outline and discuss
issues/options to be addressed in each section of the Blueprint.

&

All workgroup members contribute to the preparation of the P-ABP. While the

lead office may prepare a first draft, Blueprint creation is expected to be a team effort
involving all interested offices and providing a clear understanding among workgroup
members about what information will be collected and analyzed.

. 5. Workgroup members submit timely constructive comments to the lead office and the
lead office prepares the final draft.

How Does the Blueprint
Approval Process Work?

| 6. Workgroup agrees upon the final P-ABP. If the workgroup cannot reach complete
agreement, the lead office can choose to move forward and raise any remaining issues
; raised to senior management. Workgroup chair from the lead office distributes copies
: to workgroup and submits the final P-ABP to its RSC representative.

7. The RSC representative will submit the final P-ABP to the AA, who is expected to
provide early guidance within 30 days. The lead office should provide meaningful
' opportunities for senior management from each participating office/Region represented
on the workgroup to contribute to early guidance and should obtain their agreement
on issues that affect them. '

8. The recommended way to accomplish early guidance is to have an early guidance
meeting, scheduled by the lead office, involving all of the participating offices. Invited
senior managers may delegate attendance, but the person who participates must be
able to represent the office, not simply attend on their behalf. The RSC representative
should help coordinate the scheduling of any early guidance meeting and ensure that
copies of the final P-ABP are distributed to senior management.

28




9. Early guidance always comes from senior management, although the level of manage-
ment differs for Tier 1 and Tier 2 actions. If the guidance isn't given directly to the work-
group, the lead AA/RA is responsible for assuring that it is communicated to them.

° Tier 1 Actions: The Administrator or Deputy Administrator provides early guidance,
with input from participating AAs/RAs from across the Agency.

° Tier 2 actions: The lead AA/RA gives early guidance to the workgroup, with input
from the participating AAs/RAs. The lead AA/RA should consider the policy issues and
priorities of other AAs/RAs when giving early guidance

Process Notes

* The P-ABP should focus on compiling early information and facilitate obtaining early
management guidance.

* Issues that cannot be resolved at the staff level should be quickly elevated to manage-
ment for a decision and reported back to the workgroup.

° Workgroup members should inform their senior management about the content of the
P-ABP in preparation for early guidance. The workgroup should agree that the P-ABP
is ready to be presented to senior management. If the workgroup cannot reach com-
plete agreement, the lead office can choose to move forward and raise any remaining
issues to senior management.

* The 30-day period between submitting the P-ABP to senior management and initiating
work on the D-ABP is not “down time”. To the contrary, each workgroup member is
expected to use this time to brief their senior management in preparation for early
guidance and to work with the lead office to resolve any outstanding issues before the
Workgroup reconvenes to initiate work on the D-ABP.

° The lead office should document decisions made in early guidance and distribute it to
all workgroup members.

- Detailed ABP

Process Steps

1. As soon as possible following completion of the P-ABP and the early guidance meeting,
the lead office reconvenes the workgroup to discuss the senior management input and
develop the D-ABP (goal is 30 days or less to reconvene).

2. Workgroup agrees on roles and responsibilities for participation, establishes a schedule for
the D-ABP, and the workgroup chair informs their RSC representative of the target date.

3. Workgroup discusses issues/options and collaborates on drafting the D-ABP. While the
lead office may prepare a first draft, Blueprint creation is meant to be a team effort
involving all interested offices and providing a clear understanding among workgroup
members about what information will be collected and analyzed.
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The draft D-ABP, when completed, is distributed to Workgroup by the lead office.

5. Workgroup submits timely constructive comments to the lead office and the lead office

10.

prepares the final draft.

When the final draft D-ABP is complete, the lead office should seek formal cross-Agency
review. The workgroup chair should not assume agreement, rather should confirm

with Workgroup that the final draft D-ABP is complete (an acknowledgment that there
are no outstanding staff level issues). At this point, the workgroup chair asks their RSC
representative to initiate the formal cross-Agency review process.

To begin the formal review process, the lead RSC representative and workgroup chair
prepare a memo to the RSC representatives of the offices participating on the workgroup
(with courtesy copies to the workgroup members) announcing the formal review, dis-
tributing the final draft D-ABP, and requesting an official position from each offices’ top
management. The timing of the memo will allow a full 15 working-day review. There
could be times when a fifteen-day review isn’t possible and a request for an expedited
review is necessary. The lead office has the option to request an expedited review in a
manner similar to that provided for Final Agency Reviews.

The memo from the lead office to participating office RSC representatives announcing
the formal review should advise them that one person will be asked to respond on
behalf of their office and that person is expected to represent the position of their

AA/RA. Accordingly, even if an office is represented by more than one workgroup mem-

ber, just one person will be asked to speak on behalf of their AA. It is the responsibility
of the representatives of that office to coordinate with their senior management.

. The announcement memo will advise the addressees that they can respond in one of

two ways at the AA/RA level:

e “Concur” should be used to show full agreement, although the reviewing office may
provide editorial suggestions; .

¢ “Concur with comment” indicates the reviewing office has dissenting opinions, substan-
tive comments or conditions which it wants the lead office to accommodate or elevate.

The lead office should receive a position memo from all participating offices immediate-

ly following the fifteen working-day review and proceed as follows:

o If the lead office receives AA/RA “Concurrence” (no identified substantive concems)
from all participating responding offices, the lead office may provide the final draft
D-ABP to the appropriate official for approval.

o If the lead office receives an AA/RA “Concur with comment” identifying a substantive
concern, the lead office should work with the commenting office and any other offices
that may be impacted, to address the issue(s) before forwarding the final draft D-ABP
to the approving official. If the lead office is not able to accommodate the reviewing




office, the workgroup chair should consult with their RSC representative to schedule a
cross-Agency issues meeting. This cross-Agency meeting is intended to provide a cour-
tesy face-to-face opportunity to discuss and potentially resolve the substantive issues
identified in the AA/RA position memo. The representative of the commenting office is
expected to represent the position of their AA/RA during the meeting; therefore it is
the responsibility of the representative of that office to coordinate with their senior

~ management. The lead office may request that RMD schedule:

° a cross-Agency meeting that is coordinated, chaired, and documented by RMD; or
° an issue presentation during a Regulatory Steering Committee meeting,

After this meeting, the lead office may decide to proceed to the approval stage without
resolving the issue. The decision to proceed, along with a justification, should be docu-
mented in a memorandum to all participating offices. This memorandum will accompa-
ny the D-ABP when submitted for approval. The position memo from the dissenting
office will also accompany the D-ABP when submitted for approval.

11. Obtaining approval upon completion of the D-ABP formal cross-Agency review process:

After obtaining formal review, the completed Blueprint and any written comments
will be submitted by the lead office, to the appropriate official for approval. For Tier
1 actions, the Administrator or Deputy Administrator is the approving official. Tier 2
actions, the lead AA/RA is the approving official (although the Administrator or
Deputy Administrator may want to be informed or briefed prior to final decisions).

Based on the formal cross-Agency review responses, it may be appropriate for a formal
approval meeting to be scheduled with the approving official. Such a meeting should
always be scheduled when it is requested by a participant, or if the responses indicate
a disagreement in the approach taken in the D-ABP. The D-ABP, along with the formal
cross-Agency review responses from the participating offices, should be submitted to
the approving official, with copies to the appropriate managers of the participating
offices, prior to such a meeting. The lead office and the commenting office(s) are
encouraged to continue working together at the staff level during the time leading up
to an approval meeting to resolve the remaining issue(s). If a resolution is achieved -
prior to the scheduled meeting, the approval meeting may be cancelled.

12. Finally, the lead office distributes the final approved D-ABP to the workgroup.

The workgroup may modify the approved D-ABP, in consultation with management,
if the workgroup encounters situations where a change to the planned approach set
out in the blueprint is appropriate. Quickly bring deviations from the D-ABP to the
attention of the workgroup members and document substantial deviations. The
workgroup chair, will work with the workgroup member(s) to resolve any concerns
and elevate any outstanding issues to management for decision.
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Process Notes

e Ideally, the workgroup reconvenes no later than 30 days after the P-ABP was
disseminated to obtain senior management early guidance.

* Issues that cannot be resolved at the staff level should be quickly elevated to
management for a decision and reported back to the workgroup.

D. Tracking and Reporting Analytic Blueprint Efforts

Analytic Blueprints are a critical part of the Agency’s Action Development Process.
Accordingly, OPEIL oversees Blueprint devélopment. During the ABP development process,
several dates are recorded in RAPIDS by the lead office RSC representative. These data com-
prise the substance of the report, in particular:

1. Projected P-ABP completion date (calculated - 60 days from OPEI AA .tiering approval).

2. Actual P-ABP completion date (when lead office disseminates workgroup-approved doc-
ument to each workgroup member in preparation for the early guidance meeting).

3. Projected Workgroup reconvening date (calculated - initially 90 days from tiering
approval, but adjusted based on item 2, above).

4. Actual Workgroup reconvening date following early guidance meeting.

5. Projected D-ABP completion date (calculated - initially 150 days from tiering approval,
but adjusted based on items 2 and 3, above).

6. Workgroup D-ABP completion (when workgroup completes document and submits for
formal management review and sign-off).

7. Final approval of D-ABP (signature date of approving senior manager).

Just as Analytic Blueprints are a vital part of the Action Development Process, the Blueprint
report is a crucial management tool for ensuring the development of quality actions. The
report is the means by which the Agency can ensure that it realizes all of the What Makes an
Analytic Blueprint Effective (see 1.C., above).
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Additional information may be helpful in developing an Analytic Blueprint. The best place
to find the information you need is the Agency’s Regulatory Development Intranet site:
(http://intranet.epa.gov/adplibrary). "

This site is where guidance documents relevant to action development are maintained.
This site includes information on Agency policies such as the Action Development Process
and the Public Involvement Policy, as well as guidance on specific Statutory and Executive
Order assessments. The site also tries to provide links to additional analytic guidance and
policy documents that may facilitate development of Analytic Blueprints.

Your office may also have program specific procedures that apply to the development of
your Analytic Blueprint. Do not forget to check with your Regulatory Steering Committee
representative or Regional Regulatory Contact to find out what those might be. In addition
to written reference material, the intranet site provides a list of people who might be helpful
to you. Probably, the most useful contact for you is the Regulatory Steering Committee rep-
resentative for your office. The RSC comprises a standing group of representatives from
Assistant and Associate Administrators, Regions, and the Office of General Counsel (OGC).
The RSC is responsible for primary oversight of the development of actions within its mem-
bers’ offices. The RSC is responsible for:

= Overseeing the action development process.

= Implementing the tiering process.

= Developing guidance to implement the action development process.

=  Ensuring that rules comply with applicable statutes and EO directions.

=  Ensuring that significant cross-program process issues are resolved or elevated to upper
management.

= Advising the Regulatory Policy Council on issues related to action development.

Finally, if you still have questioné you may want to contact the Regulatory Management Division.

This group is entrusted with working with the Regulatory Steering Committee to manage the
EPA’s Action Development Process. Staff may be contacted through the intranet site as well.
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Appendix 1—Science Section of Blueprint:

Detailed Questions to Address

This list provides a convenient way to break up the discussion of scientific issues into sepa-
rate topics. It makes clear that science can inform several different aspects of the analysis
supporting an action. Science encompasses topics beyond just biology and chemistry. For
example, scientific research can inform a risk assessment, but it can also shed light on what
policy options have been successful in other countries, or what technologies will be feasible
in coming years.

A. Areas of Scientific Analysis

1.

Characterization of the Environmental or Public Health Problem Being Addressed
What are the health and environmental risks?

What additional information is needed to characterize the environmental or public
health problem? How should this information be obtained?.

o What is the magnitude of the problem?

o Will this regulation disproportionately affect children, the elderly, or other sensitive
populations?

o Will this action disproportionately impact endangered/threatened species or critical
ecosystems?

e Where is the problem occurring geographically? When does it occur?

o What are the direct sources and behaviors causing the problem? What are the
important details related to the sources?

Characterization of the Regulated Entities

What additional information is needed to characterize the regulated entities (e.g.,
emissions data, disposal practices, location, contaminant levels, and current risk
management practices)?

What are the source reduction; recycling, and treatment approaches being employed
by the industry?




Known Science Issues and Uncertainties

How sufficient or advanced is the state-of-the-science in this area?

What are the known science issues? Is there disagreement within the scientific commu-
nity on these issues? How should these disagreements be addressed?

‘What are the scientific uncertainties in the data and/or tools that will be used? What can
be done to reduce these uncertainties?

What are the important assumptions being made in the analysis? Why are these
assumptions being made? Is there strong scientific rationale for each of these assump-

tions? Is there general agreement within the scientific community on the major assump-
tions or theories used?

How adequate are the research results, data, and analyses?

What additional data or studies are needed to reduce the level of uncertainty and to
obtain more widespread agreement on major assumptions?

Data and Scientific Analyses Need to Support the Decision

What data are already available to support the decision? Are there gaps in the data? How
should these gaps be filled? What additional data should be collected?

Are models needed to support the action? Do these models exist or do they need to be
developed? Have existing models been evaluated for their application to this decision?

What studies are available to support the decision? What studies are being conducted
and will they be completed in time? What studies need to be initiated?

Do analytical tools need to be developed to support the action? Will they be developed
on time? Have existing analytical tools been appropriately validated?

Risk Assessment

What type of planning and scoping will be required for the assessment?

e Will a hazard or risk assessment be needed?

e Does EPA have sufficient information to perform an assessment of sufficient quality to
match the needs of this decision? If not, what information is needed and how will it
be obtained?

e Some key areas where scientific data are critical:
- Hazard identification
- Emissions estimation

- Dispersion/ fate and transport modeling and formation/decay chemistry
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- Exposure assessment

- Ecological risk assessment
- Children’s health analysis*

6. Analysis of risk management options.

- What risk management options may be considered? What information is needed to
evaluate these options and to measure the public health or environmental outcome?

7. Literature search.

* Has a high quality literature search been conducted to identify key studies that relate
to the decision? Is it recent?

B. Workplan

For each relevant area of analysis, the Blueprint should address data gathering and analysis
that are needed to support the action and include a detailed work plan that lays out the
schedule, the resources required, and the responsible party. '

1. Schedule/Resources

= Identify the schedule/timeline, data sources, and parties responsible for obtaining the
information needed and for analyzing it.

= Is an ICR needed? What are the plans and schedule for developing the ICR and obtain-
ing OMB approval?

Appendix 1—5cience Section of Blueprint:
Detailed Questions to Address

= Are there any significant tradeoffs between obtaining a quality analysis and resources or
timing? Will the quality of underlying science be affected by other constraints? If so, this
should be discussed, with an identification of any options for mitigating these impacts.

2. Quality Assurance

= What are the plans and schedule for meeting the Information Quality Guidelines?
= Does a Quality Assurance Project Plan need to be developed?

3. Scientific Expertise

= What type of scientific expertise is needed? Is this expertise available in house? If not,
how can we access the expertise?

=~ Who are the recognized experts and will their judgments be elicited?

“ISee “Policy on Evaluating Risks to Children” (http://www.epa.gov/osp/spc/2poleval.hm).
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Has peer input been considered?

Peer Review

What are the plans for meeting the Agency’s Peer Review Policy for peer review of scien-
tific and technical products?

What type of peer review is needed (internal, external, SAB)? Include a schedule for the
review and identify the resources that will be needed

Risk Characterization

If a decision will be based on a risk assessment, how will potential risks be characterized
and communicated? Are there sufficient data to ensure this level of communication?

What are the plans for following the Risk Characterization Policy, as described in the
Risk Characterization Handbook?
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The list of analytic areas below should be useful in organizing the Blueprint’s discussion
of economic issues. For each applicable area of analysis, the Blueprint would answer the
questions in the section immediately following this list.

A. Areas of Economic Analysis

1. Characterization of the Industry and the Environmental or Health Problem Being
Addressed

The emphasis here is understanding the economic context to estimate the cost and
benefit of potential options.

* What are the root economic causes driving the environmental problem?
e What categories or subcategories will be used to provide detailed economic analysis?

Appendix 2—Economics Section of Blueprint
Detailed Questions to Address

* What impacts will be estimated by subcategory of source type?

* At what level of aggregation will data and analysis be conducted (e.g., NAICS)?
e Will there be a breakdown by firm size? By firm? By region?

¢ How will distributional impacts be described? What groups will be compared?

2. Costs of Options

e The cost category should include not only engineering costs, but also full social costs,
impacts on economy, prices, etc.

! * Discount rate: What discount rates will be used in various steps of the analysis? (e.g.,

g discounting costs, discounting economic benefits, discounting tonnage reductions,

adjusting a value of a statistical life estimate to account for lag between exposure and

health impacts, etc.?) Which rate will be used for primary estimates, or will alternative

rates be used in parallel?

. o What mmethods will be used to define baseline and projected no-action scenario?

e What are the anticipated impacts on prices and quantities of sales, and on price
elasticities of demand and/or supply?
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° What is the cost effectiveness, where applicable? (For example, in terms of estimated
emissions reductions, lower pollutant concentrations, or reductions in risk?
* Compliance Costs

- How will the components of compliance and enforcement costs be estimated and
projected?

- What sampling approach will be used to collect data on compliance costs?

- Will model facilities be developed, and if so, how?

- Will “learning curves” be assumed to reduce future costs, and if so, how?

- Will changes in consumer and producer surplus be quantified, or will just
engineering costs be estimated assuming quantities sold do not change?

- How will other costs be estimated?

Benefits of Options

° How will benefits of various avoided adverse health effects be quantified in monetary
terms? How will benefits of various subpopulations (e.g., children) be addressed?

* Has benefit transfer been considered?

* Will latency be considered when assessing/calculating health benefits?

e What are the ecological benefits?®

* What types of studies will form the basis and what key assumptions or data will be
used to apply estimates to this case? What are the data sources? Are these original
studies?

° Note: Distributional health benefits may need particular focus. For example, children’s
health benefits or costs may need special consideration as they are incorporated into
the economic analysis. Evaluating these benefits may be warranted, even in cases
where the Executive Order on Children’s Health (E.O. 13045) is not triggered, but the
additional information would be of particular interest.

e Note: health risk assessment is discussed above in the Scientific Analy51s section.

e Compliance Rates
- How will realistic compliance rates or emissions rates be projected in the “no

regulation” scenario (base case, in the absence of the regulation)?
- Is 100% compliance with existing standards assumed?
- What assumptions will be made about changes in technology, compliance rates, and

emissions that would occur in the future even without the action being considered
(i.e., to what extent would improvements occur anyway)?

“See “A Framework for the Economic Assessment of Ecological Benefits” (http://www epa.gov/osa/spc/htm/eaeb him)
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- Will it consider the possibility of some parties going beyond the new standards?

4. Cross-Media Issues

o Will the analysis include impacts of any secondary, adverse environmental impacts
(e.g., increased emissions of other air pollutants from use of control devices, or energy
to operate; additional discharges to water; additional solid or hazardous waste)?

5. Results and Option Selection

o How will results be summarized?
e Will various alternatives be compared in a table?

o Will incremental costs and/or benefits be shown, indicating the additional costs or
benefits resulting from choosing one alternative vs. another?

6. Other Analyses Required to Support Action Development Where Economics May
be Important

For each relevant area of analysis, the Blueprint should address plans for the following:

Data Gathering

A. I1dentify the economic information (e.g., research, analyses and data collection efforts)
needed to inform the decision and to measure the environmental or public health out-
comes of the decision. For these informational needs,

e What data are already available or expected soon?
e Should a literature review be conducted?
e What are the critical data gaps and methods for filling those gaps?

B. Identify the schedule/timeline, data sources, and parties responsible for obtaining this
information:
e What types of economic expertise are needed? Has peer input been considered?
Who are the recognized experts, and will their judgments be elicited? Is this expertise
available within the Agency? Outside the Agency?
o Is an Information Collection Request (ICR) needed?*

©5ee “ICR Handbook: EPA’s Guide to Writing Information Collection Requests Under the Paperwork Reduction Act of 1995™ and "The
Paperwork Reduction Act of 1995: Implementing Guidance for OMB Review of Agency Information Collection”
(http/fintranet.epa.gov/icrintra/index html)

“See 2002 Information Quality Guidelines™ (http://www.epa gov/quality/informationguidelines)

#See “Peer Review Handbook—2nd Edition” (http://www.epa.gov/osp/spe/2peerrev htm); and “Peer Review in the Rulemaking Process
Fact Sheet” (http//intranet.epa. gov/adplibrary).

#See *2002 Information Quality Guidelines™ (http:/www.epa. gov/quality/informationguidelines)



. Describe the plans for ensuring that the information used in the decision meets the
Agency’s Information Quality Guidelines* and the Peer Review Policy.®

» What are the plans for meeting the Agency’s Information Quality Guidelines*?
What steps have been taken so far?
o What are the plans for meeting the Agency’s Peer Review Policy for peer review of

major economic products? Include a schedule for the review and identify the
resources that will be needed.

Analysis

‘What analytic results are already available or expected soon? What kind of analysis is
still needed? Are the information products and analytical tools already available, being

developed, or do they need to be initiated? If not completed, will they be completed on
time? :

What are the detailed plans for the analysis? What are the assumptions being made and
why? Is there strong rationale for these assumptions or are they unavoidable?

How sufficient or advanced are the economics in this area? What economic issues
remain controversial and how will they be handled? What are the significant uncertain-
ties or controversies in data, analytic tools, assumptions, and theories? Is there any a
Jack of agreement in the economic community about any of the economic issues? (e.g.,
including anticipated/potential use of default assumptions, such as discount rates or
ecological valuations)

Are there any significant tradeoffs between quality analysis and resources or timing?
Will the quality of underlying economics be affected by other constraints? If so, this
should be discussed, with an indication of any options for mitigating these impacts.

What additional data or studies are needed to reduce the level of uncertainty and to
obtain more widespread agreement on major assumptions?

Presentation and Communicating Uncertainty

How wilt uncertainty and variability in economic analysis results be characterized in
summaries of results? '

o Will EPA use ranges to express uncertainty?
o Will sensitivity analysis be used for certain parameters? If so, which ones?
o Will probabilistic approaches be used, such as Monte Carlo simulation?

o Which costs, benefits, or other values will be shown as point estimates, ranges, central

point and range, multiple point estimates (e.g., scenarios), or probability or frequency
distributions?
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